        CHANGE NOTIFICATION FOR APPROVAL
Company:

Address (as certified):

Reference No.:






Change No.:

	Change

Quality System related
	Short description of the change

	Company name
	

	Address (seat of the organisation)
	

	Sites (expanded/ceased)
	

	Management
	

	Organisation structure
	

	EC REP (if any)
	

	Joint structure has changed
	

	Number of employees (raised/reduced)
	

	Management representative
	

	Scope of operation (extended/narrowed)
	

	Critical suppliers (changes) 
	

	Production technology (changes)
	

	Product fields (extended/narrowed)
	

	Others
	

	Attached documents*
	


* Documents to support changes should be attached, if applicable.

Date,








Official signature:

Response of/on behalf of EMKI:

I accept the notified changes:

Date,






Lead auditor:

I confirm the acceptation of the notified changes:

Date,









……………………………………………………..


Head of EMKI
Additional items only for certification according to EU Directives:

	Change

Product related
	Short description of the change

	List of substantial changes of the product(s):
	

	Name / trade name
	

	Specification (including materials)
	

	Manufacturing methods
	

	Packaging
	

	Sterilization
	

	Shelf life
	

	Labelling / Instructions for Use
	

	Other
	

	Attachments to support risk acceptability **
	


Date,






Official signature:

** Please make a detailed description, if changes have occurred in the following fields:

Biocompatibility, Sterilization/ Packaging/ Shelf life, Manufacturing, Performance, Functional Safety, Electrical Safety, Application of Software/Firmware, Electromagnetic Compatibility EMC, other product relevant changes (e.g. supplier etc.), 

Please, provide us the updated Technical file (Design Dossier) especially with updated 

· Risk Management

· ER checklist

· Clinical data incl. risk-benefit ratio

· Instruction for use (IFU) /Labeling

Response of/on behalf of neoEMKI:

I accept the notified changes concerning CE marked device:

Attached evaluation sheet:   ⁯yes       ⁯no

Date,






Lead auditor:

I confirm the acceptation of the notified changes:

Date,









…………………………..……………………..


Head of neoEMKI
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